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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 14 January 2009 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1. 13-16.20.21.28.45-49.51-54 and 57-60 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 1. 13-16.20.21.28.45-49.51-54 and 57-60 is/are rejected. 

7) n Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 
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10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 
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11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

Receipt is acl^nowledged of applicant's amendment filed January 14, 2009. 
Claims 50, 55 and 56 have been canceled without prejudice. Claims 1, 13-16, 20-21, 
28, 45-49, 51-54 and 57-60 are pending and an action on the merits is as follows. 

Applicant's arguments with respect to claims 1, 13-16, 20-21, 28, 45-49, 51-54 
and 57-60 have been considered but are moot in view of the new ground of rejection. 
Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1, 13-16, 20-21, 28, 45-49, 51-54 and 57-60 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Ginn et al. (US 6,626,918 B1). 

Regarding claims 1,13, 20, 28, 45-48 and 52-54, Ginn discloses a vascular 
insertion assembly, comprising: an insertion sheath having a distal end and a proximate 
end (Figure 10, (212)); a dilator having a distal end and a proximate end, sized to fit 
inside the insertion sheath (Figure 10, (214)), the dilator having a distal end positionable 
distally beyond a distal end of the insertion sheath (Figure 1 1 , (232)); a first distal hole 
(first inlet port referred to from herein out as first distal hole) located in the distal end of 
the dilator (Figure 10, (249)); a first indicator (first proximal hole/ first outlet port/ first drip 
hole all referred to from herein out as first indicator) located at a proximal end of the 
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dilator (Figures 10 and 1 1 , (247)), the first indicator being in fluid communication with 
the first distal hole so that when the first distal hole penetrates a vessel the first indicator 
indicates an initial penetration of the vascular insertion assembly into the vessel 
(Column 6, Lines 19-35; Column 7, Lines 7-18; Column 9, Lines 1-15; Column 10, Lines 
41-52); a second distal hole (second inlet port/over insertion hole referred to from herein 
out as second distal hole) located in the distal end of the insertion sheath, wherein the 
second distal hole and the first distal hole are spaced apart from each other in a 
lengthwise direction of the vascular insertion assembly (Figure 10, (250)); and a second 
Indicator ( second proximal hole/ second outlet port/over insertion Indicator/second drip 
hole all referred to from herein out as second indicator) located at a proximal end of the 
insertion assembly (Figure 10, (251)), the second indicator being in fluid communication 
with the second distal hole so that when the second distal hole penetrates the vessel 
the second Indicator Indicates over Insertion of the vascular Insertion assembly Into the 
vessel (Figure 16A-B, (544)) wherein the vascular insertion assembly is configured so 
that the first distal hole provides an indication that the vascular insertion assembly has 
penetrated a vessel at one depth and the second distal hole provides an indication that 
the vascular Insertion assembly has penetrated another depth In the vessel that Is too 
far Into the vessel; wherein the vascular insertion assembly Is configured so that fluid 
flows out of the first indicator when the first distal hole enters a vessel and fluid flows out 
of the second indicator when the second distal hole enters the vessel (Column 6, Lines 
19-35; Column 7, Lines 7-18; Column 9, Lines 1-15; Column 10, Lines 41-52). 
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Ginn fails to explicitly disclose that the first distal hole is located on the portion of 
the dilator that extends beyond the insertion sheath. 

However, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the first distal hole so that it was on the portion of the 
dilator that extends beyond the insertion sheath, since it has been held that rearranging 
parts of an invention involves only routine skill in the art. In re Japikse, 86 USPQ 70. 

Ginn fails to explicitly disclose that the second indicator is at the proximal end of 
the insertion sheath. 

However, in an alternative embodiment, Ginn teaches that it is well known in the 
art for the second indicator pass through the proximal end of the insertion sheath 
(Figure 16A-B, (550), (648), (544)). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the second indicator and the second lumen to pass 
through the insertion sheath as taught by Figures 16A-B of Ginn, since such a 
modification makes it easier to distinguish between the two visual indicators. 

Regarding claim 14, Ginn discloses that a first lumen provides the fluid 
communication between the first distal hole and the first indicator; wherein the first 
lumen passes through the dilator (Figure 11, (249), (248), (247)). 

Regarding claim 15, Ginn discloses that a second lumen provides the fluid 
communication between the second distal hole and the second indicator; wherein the 
second lumen passes through the dilator (Figure 11, (250), (252), (252)). 
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Regarding claim 16, Ginn discloses that a second lumen provides the fluid 
communication between the second distal hole and the second indicator but fails to 
explicitly disclose that the second indicator and the second lumen pass through the 
insertion sheath. 

However, in an alternative embodiment, Ginn teaches that it is well known in the 
art for the second indicator and the second lumen to pass through the insertion sheath 
(Figure 16A-B, (550), (648), (544)). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the second indicator and the second lumen to pass 
through the insertion sheath as taught by Figures 16A-B of Ginn, since such a 
modification makes it easier to distinguish between the two visual indicators . 

Regarding claim 21, Ginn discloses a lumen having a first flow path (Figure 11, 
(248)) and a second flow path (Figure 1 1 , (252)); wherein the first flow path provides the 
fluid communication between the first distal hole and the first indicator; and the second 
flow path provides the fluid communication between the second distal hole and the 
second indicator (Figure 11, (242), (250), (247), (251); Figures 16A-B, (544), (548)). 

Regarding claim 49, Ginn discloses that the indication provided by the first distal 
hole and the second distal hole is at a proximal end of the vascular insertion assembly 
(Figure 11, (247), (251)). 

Regarding claim 51, Ginn discloses all of the claimed limitations above including 
that there can be a number of side ports at different axial positions in order to provide a 
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visual indication that the assembly is at a plurality of known locations or depths but fails 
to explicitly disclose a third distal hole, third indicator and third lumen. 

However, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to include a plurality of distal holes, indicators and lumens 
passing through the vascular insertion assembly, since it has been held that mere 
duplication of the essential working parts of a device involves only routine skill in the art. 
St. Regis Paper Co. v Bemis Co., 1 93 USPQ 8. 

Regarding claims 57-59, Ginn discloses that the first distal hole and the first 
indicator are in fluid communication by way of a lumen that passes through the dilator 
and the second distal hole and the second indicator are in fluid communication (Figures 
10 and 11,(242), (250), (247)). 

Ginn fails to explicitly disclose that the second distal hole and the second 
indicator are in fluid communication by way of a lumen that passes through the insertion 
sheath. 

However, in an alternative embodiment, Ginn teaches that it is well known in the 
art for the second indicator and the second lumen that connects the second distal hole 
and the second indicator to pass through the insertion sheath (Figure 16A-B, (550), 

(648), (544)). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the second indicator and the second lumen to pass 
through the insertion sheath as taught by Figures 16A-B of Ginn, since such a 
modification makes it easier to distinguish between the two visual indicators. 
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Regarding claim 60, Ginn discloses all of the claimed limitations above but fails 
to explicitly disclose that the first distal hole and the first indicator are in fluid 
communication by way of a lumen that passes through the insertion sheath and the 
second distal hole and the second indicator are in fluid communication by way of a 
lumen that passes through the insertion sheath. 

However, in an alternative embodiment, Ginn teaches that it is well known in the 
art for an indicator and a lumen to pass through the insertion sheath (Figure 16A-B, 
(550), (648), (544)). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the second indicator and the second lumen to pass 
through the insertion sheath as taught by Figures 16A-B of Ginn, since such a 
modification makes it easier to distinguish between the two visual indicators. 

Furthermore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to include two indicators and two lumens passing through 
the insertion sheath, since it has been held that mere duplication of the essential 
working parts of a device involves only routine skill in the art. St. Regis Paper Co. v 
BemisCo., 193 USPQ 8. 

Response to Arguments 

1 . Applicant's arguments with respect to claims 1,13-1 6, 20-21 , 28, 45-49, 51 -54 
and 57-60 have been considered but are moot in view of the new ground(s) of rejection. 
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o Applicant argues that there is no dilator in Ginn, since the sheath is positioned in the 
blood vessel without the use of a dilator or even an obturator and that the obturator 
of Ginn is placed within the sheath after the sheath is positioned. 

However, in response to applicant's argument that the references fail to show 
certain features of applicant's invention, it is noted that the features upon which 
applicant relies (i.e., that the sheath is positioned with the use of "a dilator" and that 
the obturator is placed within the sheath after the sheath is positioned) are not 
recited in the rejected claim(s). Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Gir. 1993). Using the broadest 
reasonable interpretation, the word "dilator" means an instrument for enlarging a 
cavity, blood vessel or opening. The obturator of Ginn is moved back and forth 
within the blood vessel and is capable of being used to enlarge a cavity. 
Furthermore, the claim limitation only requires the dilator to be insertable within the 
sheath, which the obturator of Ginn clearly is and therefore, the arguments are not 
persuasive. 

o Applicant argues that Ginn fails to disclose a first side port in fluid communication 
with a first indicator at the proximal end of the dilator and a second side portion in 
fluid communication with a second indicator located at a proximal end of the 
insertion sheath. 

The Examiner respectfully disagrees. As shown above in the rejection, Ginn 
does in fact disclose a first side port in fluid communication with a first indicator at 
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the proximal end of tlie dilator (Figures 10 and 11, (242), (248), (247)) and a second 
side portion in fluid communication with a second indicator located at a proximal end 
of the insertion assembly (Figures 10 and 11, (250), (252), (251)). In that specific 
embodiment Ginn doesn't explicitly disclose that the second indicator can be within 
the insertion sheath, however, in an alternative embodiment, Ginn teaches that it is 
well known to have a second indicator on the insertion sheath (Figures 16A-B, 
(544)). And therefore it would have been obvious to make the second indicator to be 
within the insertion sheath as taught by Figures 16A-B of Ginn and for that reason 
the arguments are not persuasive. 

Conclusion 

2. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Application/Control Number: 10/713,530 Page 10 

Art Unit: 3734 

Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to ERIN COLELLO whose telephone number is (571)270- 
3212. The examiner can normally be reached on M-F: 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Kevin T. Truong/ 

Primary Examiner, Art Unit 3734 
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